
CENTER FOR DRUG EVALUATION AND 
RESEARCH

APPLICATION NUMBER:

213871Orig1s000

PRODUCT QUALITY REVIEW(S)



Memorandum DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

Date: July 19, 2021
From: Hamid Shafiei, Ph.D. 

Application Technical Lead, Branch IV
Division of New Drug Products 2
Office of New Drug Products

To: To Executive Summary, IQA for Assessment # 1 of NDA 213871

Subject: Addition of  200mg Tablets to the approval recommendation

In the original IQA review #1 dated March 9, 2021, in the Executive Summary section, it 
was stated that although the 200mg tablet dosage strength was reviewed and found to be 
adequate from the CMC perspective, based on the lack of adequate clinical information 
the 200mg tablets could not be approved for marketing and was to be removed from the 
prescribing information (PI).  The applicant submitted a major amendment with 
additional clinical information in support of the approval of 200mg tablets on April 16, 
2021. The CMC PI labeling and container/carton labels comments for all tablet strengths, 
including 200mg had been appropriately addressed prior to March 9, 2021.  

Therefore, from the OPQ perspective, the 200mg tablets can be included in PI labeling 
and approved or marketing. 

Application Technical Lead:
Hamid Shafiei, Ph.D.
Branch IV/DNDP 2/ONDP/OPQ

Reference ID: 4827952
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